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- The MAILING DATE of this communication appears on the cover sheet with the correspondence address 
Period for Reply 



A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) OR THIRTY (30) DAYS, 
WHICHEVER IS LONGER, FROM THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 . 1 36(a). In no event, however, may a reply be timely filed 
after SIX (6) MONTHS from the mailing date of this communication. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED {35 U.S.C. § 133). 
Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )[X] Responsive to communication(s) filed on 30 November 2007 . 
2a)D This action is FINAL. 2b)£3 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 

Disposition of Claims 

4) (El Claim(s) 1-21,23,25-30.43,44 and 46 is/are pending in the application. 

4a) Of the above claim(s) 25-30 is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) [X] Claim(s) 1,8,15,16,18,19,21 and 23 is/are rejected. 

7) [X] Claim(s) 2-7, 9-1 4, 17, 20 A3 ,44 and 46 is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) D The specification is objected to by the Examiner. 

10) D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
Replacement drawing sheet(s) including the correction is required if the drawing(s) is objected to. See 37 CFR 1.121(d). 

1 1) D The oath or declaration is objected to by the Examiner. Note the attached Office Action or form PTO-152. 

Priority under 35 U.S.C. § 1 19 

12) D Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a)D All b)D Some * c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2. Q Certified copies of the priority documents have been received in Application No. . 

3. Q Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 
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DETAILED ACTION 

1. Claims 1-21, 23, 25-30, 43, 44 and 46 are pending in the instant application. 
Claims 22, 24, 31 and 32 were cancelled by amendment filed on August 15, 2007. Claim 
45 was cancelled by preliminary amendment filed on April 26, 2006. Claims 33-42 were 
cancelled on January 31, 2005. 

Response to Arguments 

2. Applicant's arguments have been fully considered. 

3. The 35 USC 102 rejection (Section 9, office action dated August 27, 2007) is 
withdrawn . See new ground of rejection under 35 USC 103 (below, Section 12). 

4. The claim objections (Section 5, office action dated August 27, 2007) are 
maintained . See response to arguments below, Sections 7 and 8. 

5. The 35 USC 112 1 st paragraph rejections (Sections 6 and 7, office action dated 
August 27, 2007) are maintained . See response to arguments below, Section 10. 

6. A new ground of objection is set forth in Section 9. 

Election/Restrictions 

7. Applicant's election of species was acknowledged in the action dated August 27, 
2007). It was stated therein that the guidelines of MPEP § 803.02 were followed for 
search and examination. See excerpts of MPEP § 803.02: 

"In applications 
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containing a Markush-type claim that encompasses at 
least two independent or distinct inventions, the 
examiner may require a provisional election of a sin- 
gle species prior to examination on the merits. 

examiner should set forth a requirement for election 
of a single disclosed species in a Markush-type claim 
using form paragraph 8.01 when claims limited to 
species are present or using form paragraph S.02 
when no species claims are present. 

Following election, the 

Markush-type claim will be examined fully with 
respect to the elected species and further to the extent 
necessary to determine patentability. 

If the Markush- 
type claim is not allowable ** f the provisional elec- 
tion will be given effect and examination will be lim- 
ited to the Markush-type claim and clauns to the 
elected species, with claims drawn to species patent- 
ably distinct from the elected species held withdrawn 
from further consideration. " 

The Markush-type claim was not allowable, therefore the provisional election was given 
effect and non-elected species were withdrawn from further consideration. 

Applicant's attention is directed to Form Paragraph 8.01 referenced above: 

" Tt $-01 Election of Species; Species Claimfs) Pwsent 

Upon the allowance of a generic claim, applicant will be enti- 
tled to consideration of claims to additionalspecies which depend 
from or otherwise require all the linritadons of an allowable 
generic claim as provided by 37 CFF. 1.141 v> 

In order to be entitled for consideration of non-elected species, Applicant must 
overcome all outstanding grounds of rejection of the generic Markush-type claims. 
Notwithstanding the withdrawal of the 35 USC 102 rejection (see section 3, above), the 
Markush type claims remain rejected under 35 USC 1 12. 



Claim Objections 
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8. Pursuant MPEP § 803.02, the elected subject matter is the compound of 

(see response dated August 1 5, 2007). The non - elected subject 

matter (currently withdrawn ) is: species within the scope of claims 1-21, 23, 43, 44 and 
46 that is not the elected species. Consequently, claims 1-21, 23, 43, 44 and 46 remain 
objected to for containing non-elected subject matter. 

Information Disclosure Statement 

9. The information disclosure statement (IDS) submitted on November 30, 2007 was 
in compliance with the provisions of 37 CFR 1 .97 and 37 CFR 1 .98. The IDS was 
considered. A signed copy of form 1449 is submitted herewith. 

10. Claim 20 objected to because of the following informality: the claim is not 
written in proper Markush form. The following corrections are suggested: add the term 
"and" between the last two compounds listed; replace " ^^^^^^^^^^ 
with "or a pharmaceutical^ acceptable salt thereof." 

Claim Rejections - 35 USC § 112 

1 1 . Response to Applicant's arguments addressed below. 
(Written Description) 

a ) " Applicants respectfully submit that the outstanding rejection improperly falls to 
account for the level of stall m the art at (he time of filing. 

tho rcjociion fa-ite to appiy this h3gh 

HjvcI of skill lo the analysis- AocorcEngly, iho Examinees burden has not ceen mei 
and the rejection should bo wtttfrawn on ihese grounds. " 
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The level of ordinary skill is addressed on p. 7 the office action dated 
August 27, 2007: 

" (n the absence of a conreiaiton between structure and function (with scope commensurate 
with that inslantly claimed), it is not possible tu determine which structural modifications 
will lead to compounds that arc inhibitors of polo- like kinase. 

In conclusion: (I) substantial structural variation exists in the genus/submenus embraced 
by claims I - 19. 2 1, 23 and 43: fii) disclosure of species supporting genus is limited to 
compounds reduced to practice, which scope is not commensurate wsth the scope of 
genus 'subgenus claimed: (III) common structural aitrib-tfies of the claimed 
genus/submenus, combined with a correlation between structure and function, is neither 
disclosed in the instant application nor commonly known in the airi. Thus* 'he 
specification fails to provide adequate written description Tor the i»ertus of compounds 
claimed and docs not reasonably convey tu one skilled in the relevant art Oiat the 
invcntor(s). at the time the application was filed, had possession of the entire scope of the 

claimed invention. ? 5 

One of ordinary skill in the art is aware that structural/chemical 
modifications, in the absence of evidence to the contrary, results in 
changes to the ability of a compound to modulate an enzyme/receptor. 
This determination was considered in the analysis, see excerpts above. 

"Cheung article referenced by the E*amfner was pushed approximately 5 years 
after tho filing Oate o* the Instate application and thus haa no bearing on tiie anatysfc 
Because written descripaon must be analysed as of m© filing data d the application, ' ' 

The following citation by the Applicant is noted: 

•should include a determination of the field of the invention and the teved of 
sVill and knowtoCgc in tho art. General*/, there is an inverse cmetaticn 
octwocn the level of $k*8 and knowledge h tho art and Uie specificity of tho 
» disclosure necessary ?o satisfy written description/ id. » 

The reference of M. Cheung et al. establishes the level of 
knowledge/ordinary skill in the art at a time that is later than the filing date 
of the application. It is asserted that the level of knowledge/ordinary skill 
in the art at the time of filing is, at best, equivalent to the level of ordinary 
skill at the time of the reference. Thus, the reference is relevant in 
establishing the "upper boundary" for the level of ordinary 
skill/knowledge at the time the instant application was filed, 

" a generic 

f>mula »s normally ateaufllfi in tihsmisal cases to meet written de^rlptton tar ttm 
ctaamed genus , because one skiltod In the art can visuaJfze many ot the species that 
Ox) claims encompass. 

In chernsca* cases, including the Instant claims, ; . a generic structural definition is 
sufficient to meet the w/mten description rjuldeffnes, " 

Applicant is referred to pg. 5 of the previous office action. See excerpts 
below: 

" The MPEP states that for a generic claim the genus can be adequate ly described if the 



b) 
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disclosure presents a sufficient number of representative secies encompass the genus. 



Thc Guidelines far Examination ofPatcni Applications Under 35 USC H2, fl , "Written 
De$cr^p1ion' , Requirement (Federal Register, Vol: 66, No, 4, p& 1 1 05, column 3}, in accordance 
with MPEf* § 2 1 63. specifically stase liiat fa? efcch claim drawn to a genus the written description 
requirement may be satisfied through sufficient description of a representative number of species 
by - a) actual reduction to practice; b) reduction to drawings or structural chemical formulas; c> 

disclosure of relevant, identifying characteristics (ie. structure) by furtcuonal characteristics 
coupled with a known or disclosed correlation between function and tfrutture." 

It is maintained that a sufficient number of representative species was not 
disclosed, by any (or the additive combination) of the methods denoted 
above in a)-c), so as to adequately describe the genus. This determination 
was the basis of Section 6. II. of the office action dated August 27, 2007. 

" Applicants have prav&ed a structural formula, definitions of variables 

and term, gt&tance and direction toward particular embodiments ove? 1 50 

In^duafl speeteft. " 

It is maintained that support for the claimed genus must be in form of 
representative species. It is also maintained that the definition of variables 
and embodiments (ie. subgenuses) do not constitute "representative 
species" (ie. see office action dated August 27, 2007; section 6. II). Lastly, 
the "150 individual species" noted by Applicant does not comprise "a 
sufficient number of representative species" for the reasons provided in 
Section 6. II. of the previous office action. For example , the totality of the 
"150 individual species" provides support for compounds wherein 
R6=phenyl, which are not representative of compounds wherein R6=Het. 
Of the "150 individual species", there is not a single species for which 
R6=Het. It is further noted that the term "Het" is in and of itself drawn to 
a large genus with substantial structural variability (see definition quoted 
on pg. 16 of the remarks filed on November 30, 2007 



(Enablement) 

e ) " C&ims 1-19, 21, 23 and 43 currently sc^d m\wsxti under 35 USX. §1 12, first 

paragrapfc. m« Oftica Action sxaiimj that tho specification fails to enable those 
compounds identified ~m the jxicr roiecuc*v as lacking adequate written description. 

That an eternal of a cfoiro lacks written doscajsto cc*s not necessariy taad to !&e 
concision mat it is also not enafctod. MPEP 2t64. " 

The following was set forth in the office action dated August 27, 2007: 

The breadth of the claims 

" Compounds not supported by \bz disclosure {see above section 6 J and 6. 1 1.). " yj^g reference to 

Section 6.1. and 6. II. was provided to identify the scope/breadth of the 
subject matter discussed in the analysis of the Wands factors. Thus, the 
analysis used to evaluate of enablement (Section 7, office action dated 
August 27, 2007) was performed independently from the analysis used to 
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evaluate written description (section 6, office action dated August 27, 
2007). 



« Based upon the variety ol ihe exemplified compounds 

represented and the biological data provided there is no tt*«son one skilled In the art 
no* provided objective evidence to establish the contrary. The Cheung pubUcdlon 
does not provide foe requisite evidence because 1he publication occurred tn July 
2G07, nearty 5 years after the application priority date. The Examiner is required to 
consider enablement at che time the anvenecn was made, not In light of publications 
modo 5 yeans later, " 

The reference of M. Cheung was quoted to provide evidence of the low 
level of predictability in the art of inhibiting polo-like kinase with 
compounds of the instant genus. Applicant is referred to MPEP § 2164.05 
(a) - excerpts below: 
"While a later dated 

publication cannot supplement an insufficient disclo- 
sure in a prior dated application to make it enabling, 
applicant can offer the testimony of an expert based 
on the publication as evidence of the level of skill in 
the art at the time the application was filed. Gould v. 
Quigg, 822 F.2d 1074, 1077, 3 USPQ2d 1302, 1304 
(Fed.Cin 19S7). 

In general, the examiner should nor use post-fihng 
date references to demonstrate that the patent is non- 
enabling. Exceptions to this rule could occur if a later- 
dated reference provides evidence of what one skilled 
in the art would have known on or before the effective 
filing date of the patent application. In re Hogcrn, 559 
F.2d\s95 ? 605, 194 USPQ 527, 537 (CCPA 1977). If 
individuals of skill in the art state that a particular 
invention is not possible years after the filing date, 
that would be evidence that the disclosed invention 
was not possible at the time of filing and should be 
considered. In In re Wright, 999 F 2d 1557, 1562 : 27 
USPQ2d 1510. 1513-14 (Fed. Cir. 1993) an article 
published 5 years after the filing date of the applica- 
tion adequately supported the examiners position that 
the physiological activity of certain viruses was suffi- 
ciently unpredictable so that a person skilled in the art 
would not have believed that the success with one 
virus and one animal could be extrapolated success- 
fully to all viruses with all living organisms. Claims 
not directed to the specific vims and the specific ani- 
mal were held nonenabled. 

" The Examiner has argued lhat wthcui correlation between activity and spec&ic 
structural elements of C and Q z . one sktfted In the art would be unable to ■preoficr 
what structural modifications within other compounds, wafti lead 10 active 
compounds, This is not the siandard tor enablement " 

MPEP § 2164.03 states: 

" The scope of the required enablement varies 
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inversely with the degree of predictability involved, 
but even in unpredictable arts, a disclosure of every 
operable species is not required A single embodiment 
may provide broad enablement in cases involving pre- 
dictable factors, such as mechanical or electrical ele- 
ments. In re Vickers. 141 E2d 522, 526-27, 61 USPQ 
122, 127 (CCPA 1944); In re Coot 439 E2d 730, 
734, 169 USPQ 298.. 301 (CCPA 1971). However, in 
applications directed to inventions in arts where the 
results are unpredictable, the disclosure of a single 
species usually does nor provide an adequate basis to 
support generic claims. In re Soil, 97 F.2d 623. 624, 
38 USPQ 189, 191 (CCPA 1938). In cases involving 
unpredictable factors, such as most chemical reactions 
and physiological activity, more may be required. In 
re Fisher. 427 F.2d 833, 839. 166 USPQ IS, 24 
(CCPA 1970) (contrasting mechanical and electrical 
elements with chemical reactions and physiological 
activity). See alsoTh ?v? Wrighi. 999 F.2d 1557.. 1562, 
27 USPQ2d 1510, 1513 (Fed. Cu\ 1993); In re Vaect 
947 F.2d 488, 496, 20 USPQ2d 143S, 1445 (Fed. Cir. 
1991). This is because it is not obvious from the dis- 
closure of one species, what other species will work. " 

The reference of M. Cheung was used to establish unpredictability. The 
statements made in Section 7 of the office action dated August 27, 2007 
were provided to ascertain this low level of predictability. 



Claim Rejections - 35 (JSC §103 

The following is a quotation of 35 U.S.C. 103(a) which forms the basis for 
all obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set forth in section 102 of this 
title, if the differences between the subject matter sought to be patented and the prior art are such that the subject matter as a 
whole would have been obvious at the time the invention was made to a person having ordinary skill in the art to which said 
subject matter pertains. Patentability shall not be negatived by the manner in which the invention was made. 



The factual inquiries set forth in Graham v. John Deere Co., 383 U.S. 1, 148 
USPQ 459 (1966), that are applied for establishing a background for determining 
obviousness under 35 U.S.C. 103(a) are summarized as follows: 

1 . Determining the scope and contents of the prior art. 

2. Ascertaining the differences between the prior art and the claims at issue. 

3. Resolving the level of ordinary skill in the pertinent art. 
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4. Considering objective evidence present in the application indicating 
obviousness or nonobviousness. 

12. Claims 1, 8, 15, 16, 17, 18, 19, 21 and 23 rejected under 35 U.S.C. 103(a) as 

being obvious over Palmer et al. 

Determination of the scope and contents of prior art . 

The reference teaches the following compound as ATP-site inhibitor 




Me<T ^ n . see pgs< 5458 anc j 546i 

Ascertaining the differences between prior art and instant claims. 
The prior art compound makes obvious the following non-elected species: 
compounds with the structural limitations of R-R 5 =H; Q ,=: ^V^WVR* w j t h 
a=l, R 2 =alkylene, b=c=0; R 3 =H; n=l; Q 2 = ^^V^ with aa=0, bb=l, 
Y 2 =-0-, (cc=l, R 2 -alkylene, R 4 -H) or (cc=0, R 4 =alkyl). 

The following modification to the prior art compound results in the non-elected 
species shown above: hydrogen substitution at the 4-position of the thiphene ring 
is replaced by alkyl. Thus, the prior art compound is a homolog of the non- 
elected species. 

Resolving the level of ordinary skill in the pertinent art - Prima Facie Case of Obviousness. 

To those skilled in chemical art, one homologue is not an advance over another 
member of a homologous series. The reason for this is that one of ordinary skill, 
knowing the properties of one member of series, would know what properties to 
expect in adjacent members. In re Henze, 85 USPQ 261 (1950). In re Wood, 199 
U.S.P.Q. 137 (C.C.P.A. 1978) and In re Lohr, 137 U.S.P.Q. 548, 549 (C.C.P.A. 
1963). 

One of ordinary skill would be motivated, from the disclosure of Palmer et al., to 
make the modification required to arrive at the instant invention with reasonable 
expectation of success for obtaining a compound with the same activity. The 
motivation to make these changes would be to make additional compounds for the 
quoted purpose. 
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Thus, the instant claims are prima facie obvious over the teaching of the prior art. 



13. No claims allowed. 

14. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Sun Jae Y. Loewe whose telephone number is (571) 272- 
9074. The examiner can normally be reached on M-F 7:30-5:00 Est. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Joseph McKane can be reached on (571)272-0699. The fax phone number 
for the organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. Status 
information for unpublished applications is available through Private PAIR only. For 
more information about the PAIR system, see http://pair-direct.uspto.gov. Should you 
have questions on access to the Private PAIR system, contact the Electronic Business 
Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a USPTO 
Customer Service Representative or access to the automated information system, call 
800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



Conclusion 



SL 

1-25-2008 



REBhCCA ANDERSON 
PRIMARY EXAMINER- 




